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WilliamK.Hubbard
Associate Commissioner for Policy Combination
Doekcts Management Branch
(HFA-305)
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockvillc, MD 20852

RE: Docket No. 98P-0504, Performance Standard for Vibrio wA@cus,

Dear Mr. Hubbard:

The Pacific Coast Oyster Growers Association (PCOGA) previously submitted comnwnts on December
15, 1998 regarding the Ccnt$r for Science inth~ Public lnterc~t’s {CSPI) petition requesting regulatory
action to mtablish a standard for Vihrjo vulnij’cu,s in raw molluscan shellfish of undetectable Iev$ls
(Docket No, 98P-0504). Since that time, FDA publishcd a request for information and views regarding
c ight specific quvstions related to CSPI’S petition, Whilo much of the information provided in our wwlier
response addresses the eight questions, this letter attempts to respond specifically y IO them.

Before addressing the questions, I would like to reit~rate that PCOGA believes strongly that FDA should
defer this issue to the Interstate $hellfish Sanitation Conferenc~ for deliberation, If FDA were to take
unilateral action on this petition, circumventing the ISSC process, future support and involvement in the
ISSC by PCOGA and other members could be. seriously cmded. The Mcmofindum of Understanding in
which FDA wcognizes ISSC as the primary national organization to provide guidance on shellfish public
health issues is a crucial foun&tion on which the @activeness of the Conference is built.

In 1998, issue 98-106 was submitted to the ISSC, which includes recommendations similar to those
included in the CSPI petition, C~nference delegates referred th~ issue to committee for further
deliberation, This action was support& by the FDA along witi a request for the Committee to consider
nine questions similar to the ones included in theFDA Federd Register Notice.

ISSC is in the process of finalizing a contract with Research Triangle Institute (RTI) to study the potential
economic impact of ~sablishing a pa-tlxrriance standard of “nowcbtteetable” for V~br~CJVUIRJj’iCZIS.Thu
decision to conduct this study was the result of a recorrunen&tion by Mr, Phillip Spiller, Director, FDA
Ofllce of Seafood in his opening comments at the 1998 ISSC. The results of this study am cmcial to any
decision th~ ISSC or FDA could make regarding this issue.

The ISSC is working with FDA and Stato Shellfish Control Authorities in nine states to invcstigaw ICVCIS
of P’ih~io Vukrflcus and Vibrjo parahaurndyticm in shellstock in retail establishments, The results of
these efforrs wi 11also be helpful to FDA ~d ISSC in their consideration of this issw.

In light of’ the abov~ orig~ing efforts, it would seem most prudent for the FDA to either deny the petition
as was requested by PCOGA in our December comments or to delay action until the rwults Of th~s~
studies and recommendations regarding Issue 98-106 tareavailnble to FDA.
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In response tothc eight questions posed i~lticFedera/Xt~gi.rtet,

1. Isthe Ameripure Co. technology readily en~ployable bythcshclifish indu4~; ifnot, what bafiiers
exist, and what steps could be raken to reduce or eliminate rhose barriers?

Whether the Amcripure technology is readily cmployablc is not re[evant if The finished product is not
marketable, The markcxabilit y of” Ameripur@’s finished product is unproven in PCOGA “s opinion. This
product is new to the market place and claims of acceptability by the proponent who sthnds much to gain
through the sale of patent Iieenscs and royalties we 6uspcct. Continued application of the Ameripurc
procws on a volunt&r basis k ~pr~priate and ~i]] ultimate] y determine n~arkcf acceptability. Mandaling
tht. prQCCSSon an entire industry could have devastating rcsuks if the product is in fact not aeeeptabl~ to
consumers accustomed to fresh, live, raw oysters on the half shell.

Assuming the Ameripure produet were acceptable to tic rnarkctpbarriers that affect its employability
include:

D Difhmt twatmem effectiveness for variable sized oystws, vtlrtible shell thickness, oyster species,
cluster vs, single oystcr~, dams, mussels ~d ~cal]ops. To our knowl~dge, the Ameripurc technology
has not betin prcwin effeotive on anything other rhan vmy uniform si~le Easwm oysters. The
uniformity is apparently critical to. the desired end result of %on-detectable” in a~i of Ihe shelifish
included in a’particular pastcuriz@ion batch. The industry on al! coasts hawwt oysters of variable
sizes. (X] the West Coast, there are a half dozen diffwel;t species of oystMs rais~ in a variety of
culture systems which yield markedly djHwcnt shell .chara~toristics. Growers are concerned the
Arneripure process will not accm-nmodrt:e the variability of their products.

● The resulting product is no longer live. It may taste similar to fresh, live raw oysters for the first fcw
days following treatment, hovwvcr the organolepric charactwistics arc mwt certainly going to chang~
~ver tirns”compared to oy~ers sti[l Jive in ~h~ shell, Shcif Iifi will be reduced through the Amcripure

process on sorrie shellstock, ,.

● Since the product b,proccssed and no Jongw live shellstock, it has colder temperature (38” F) holding
requireimnta :han live oysters. Where Amcripure’s produtit is marketed as being the same as live raw
oysters, this will be confising to the processing, distribution and retail sectms that DOWhave tw~
different ,tirnperature regimes to follow for shellstock oysters

● TIw cost of the patent lic~nsc, royalties and processing equipment is not precisely known but is
rumored to be high. West Coast Growers have heard the licinsc to use the process could COSTx
much as $250,000 with a $0,02 per oyster roy~ty being paid m Ameripurv. TIw equipment to
process 40,000 poun~ of product pm day is rurncmd to cost as much as $800,000. If’these figures
are even close to being accurate, this would be a crippling burdvn on shellfish processors and would
likely eliminate all but a few of them.

2. Otlwr than tlw AmeriPurc CO. process, what technologies, both present and anticipated, could
significimtl y reduce the number ‘of K wh@ws IIIoysters while r@a)pjng the .wnsory qua] ities of a
raw oyst.w’? WEAt is known about’dle ability of such idmojogi~s TOreduce the number of V.
vulrrl~icus to nondeteetablc ‘Icvels?

,.

All the post-harvest tedmologi~s currently under study kill the animal, with the exception of irradiation,
thereby: changing the jnhwen! condi~ion of the product Irradiation results ii’ non-de~ectablc lCVCLS
without killing the Iivc animal but is not approved by FDA, Friczing with liquid carbon dioxide rem Its,
mrpcn-tcdly, in levels approaching non-detectable. High hydrostatic pressure shows promise, but is still in
theexperi~enta.1 stage. Short. tcrrn deputation has proven ineffecrivc in that it appears the Vi brios arc pti
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ofthcnoti ba~ctial flomofthe shellfish adnot, rAilyshed ~dkilld by disinfection systems
employed in deputation, Longer term deputation may be effective but is not economical. Holding of
animals in refrigerated sea water syswms is a technique that may merit further review,

3. How reliable are such technologies’? May they practically be required for an entire industry or a
significant portion of that industxy?

In that mme of these other technologies has been proven and used extensively to produce shellfish with
non-detectable levels of Vibrio vuln~ficw, k k not possi~le t,o assQss th~k rcIiabilit y. Frcefing with liquid
carbon dioxide iS a well-es~ablished freezing ,technique for odwr food commodities. Its limited use for
oysters apptws to yield a quality product with characteristics similar to a fresh raw oyster if glazed and
stored properly.

Dcpuration in itself is a reliable technology, but its application in reducing Vibrio wdnificws to non-
detecrable levels is not. Many West Coast oysters arc marketed for the va[ue of the flavors imparted by
dw patiicuiar gr~wing waters. Deputation in a steri]imd system, particularly for extended petiods of tinm
could eliminate these characteristics.

All of these other technologies requirti expensive equipment and would not b~ practical to impose on an
entire industry or even a significant portion of the indusby The prwticality of their application also is
related to what spe~iw and product forms they am required to be applied :0.

4. Would a performance standard have to bc as h]w as ‘-nondetectablc?” Do daba exist that would permit
the setting of a pwforrnaace standard abcnw %on-derecmbl~?t’ If so, at what level’? Should Chcfact
that V vuln]~icu.~ is found at low levels (less than 100 Most Probable Number@un) in oysters in
months (Janua~ and February) in.which there kaw been nc repoflcd illn@$es be men into account
when establishing a periimnance standa.rd”or level’?

,.
PC(3GA ques~ions whether a performance standard is appropriate at afl for an organism (Vihrif)

‘” For pmpk in the at-risk group who choose to cat raw orvtiln~~icus) that is not “ordinarily injurious.
raw-like product, a performance mmsure standard othw th~ zero may b~ effective. For h~althy
individuals any performance standard would he ineffuctiw md unnecessw,

If the ISSC determines a performance standard approach is appropriate, looking to months wh~n there
have been no historic rcpofi~d illnesses or deaths attributed to }( V. could be valuable in dctwmining what
an appropriate lCVCIshould be, particularly in dmt it is not prictical to do feeding trials to establish an
infectious dose.

5. Should a performance ~dard apply to aJ! raw mo[!wscan shellfish or only to oys~ers?

The Vast nmjori~y of illnesses and deaths linked to Y v. have been attributed to oysters consumed raw
while, .as &mtioncd, we question the validity of applyi~g a pcrformmc s-dard to ~ org~ism that is
not ordimril y injurious, it most ce@&d y should not b: appl{ed to othi types cf sh~lIflsh. 1~~ suitWs~ion
that FDA may cvvn be cons,idenng this has grovwrs.of other specl=’vw =la~ed (SW afiached
newspaper clipping from” VW Olympian, 4/20/99 ‘R& may ki.~1live shellfish s~w”) ~~

6. WhaK would be the quantifiable and nonquantifiablc ~osis of ii performance standard”? Who would
bear the costs’? What would be the effect on costs, and the.distribution of costs, if there was onh’ one,
patented process that could be used KOmeet the pwformancc standard? What would the effect on
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costs be ifastartdard of ’’non-dete~ble” wcrcput inp]ace for all pathogens or for all rawmolluscan
shellfish?

This qucsticm is very broad and cliffkmlt to answer. The study commissioned by the ISSC 10 be done by
RTI will attempt to quantify som~ of these economic impwts. FDA md ISSC should utilize the rcsldts of
this survey in their deliberation of this issue.

A pefiorrnance standard ~uld likely eliminate live, raw shellfish as a consumer choice. Financial costs to
processors, harvesters, distributors, retailers, foodservice operators and Wnsurners would be substantial.
Some of these ~ill bc quantifiable and others not. l%cr~ wou1~ k a nonquantifiable socio-economic
impact and cultural loss to consumers who have traditionally catw-i raw shellfish,

7 What wouid be r.he quantifiable and non-quantifiab]c benefits of a pw-fon-nancc standard? Who would
enjoy the benefits?

There would be a benefit to a small group of vulnerable. individuals from the at-risk population that could
l~OWchoose to ~t post-harvest treated sheJ~f~s]~products M;itha reduced risk of ilhWSS from Vilwio
vuln@cus.

Ii. Another ma~i~c pathogen, V. ~Ur~hqcm~iY~icu,r,h~~ CWSXJ over 700 repofied cases of illness

(~astroenterltls) during 1997 and 1998. There has been one deitth reported 10 the Centers for Disease
Control and Prevention and several h~spi~alizations, Illnesses from V pnrdxwmoly//Lws have
occurred from oysters harvested outside of the Gulf of Mexico region. Should a pctiormance
standard apply only ro V vdnificu,~ or S])ou]d it apply to other Hbrio species that post-hanwst
treatment might b,e able to reduce 10 non-detectable levels?

PCOGA provided extensive comments rvgarding whcd~cr Vihrio parahacmulyticu.s shcw]cJ be included in
FDA’s consideration of CSPJ’S p@ion in our Dccembcr 15, 199R response. We bclitvc that any
adjustnwnt to the existing pwfiirmance standard of 10,OW”MPN for Y p. should be considered scpamtely
from any deliberation concerning ?? v,. The RSC adopted an interim control plan for Y p in 1998 for a
three year period. The results of tlw cffcctivcness of the ICP will bc cwduated at the 2001 ISSC
Conference, Washington State jmplcmcntcd the E p. lCP in t.k summer of 1998 and achicvcd
significantly reduced illnesses compared to the previous summer witi similar climatic conditions and
ambient V p. Iwds,

[n closing, the PCOGA appreciates your consideration of our commems on this important issue. We arc
dismayed, howcvw, that we have IO deal with it ~utsidc of the context of the ISSC. The FDA has a good
record of cooperation and respect for the relationships ~stablishcd by the, MOA. Wt urge you to contiriue
that cooperative spirit and allow the Conference tic opportunity to dclibmate this issue,

Sincerely, r,

f5!?”7.
Execurive Director

&iii%--~
Steve F3100mfkdd
Pwsident
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Ifyou have trouble receiving this fax, please call (360) 754-2744.

Pacific Coast Oyster Growers Association
120 State Avenue NE #142 c Olympia, WA 98501 ●‘ (360) 754-2744 Q Fax 754-2743

E-mail: pcoga@olywa.net ● Website: www.o@a.net/pcoga/pcoga, html


